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PYXIS REGULATORY CONSULTING, INC.

4110 136" St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516

www.PyxisRC.com

September 16, 2013

OVERNIGHT DELIVERY oo
Richard Gebken (PM 10) R Y
Document Processing Desk eette e
Office of Pesticide Programs (7504P) oo el
U.S. Environmental Protection Agency *eec. . ’
Room S-4900, One Potomac Yard coses’ o o
2777 S. Crystal Drive b
Arlington, VA 22202 e e

RE:  Tru Prodigy
VetGuard for Cats (EPA Reg. No. 88966-1)

Response to Data Deficiencies in Agency Letter Dated August 28, 2013
OPP Decision No. D-481141

Dear Mr. Gebken,

On behalf of Tru Prodigy, I am submitting a response to the data deficiencies identified in your letter dated
August 28, 2103 for the amendment for the subject product.

1. On September 5, 2013, I provided Carmen Rodia with a detailed explanation from Tru Prodigy
regarding the use of the “VETIQ” logo on the label. A copy of that two page explanation is enclosed for
your consideration. Tru Prodigy agrees with your statement that the Agency has not reviewed or approved
this logo or the statement “Free app at www. VetGuardPlus.com”. One of the primary objectives of this

amendment was to add the “VETIQ” logo and reference to the app so that EPA could approve these
statements on the label.

I understand that the “VETIQ” logo and the app statement were discussed during a meeting between EPA
and Tru Prodigy on April 30, 2013. Mr. Rodia requested further information on the log and app by e-mail
dated May 22, 2013, which was provided in a letter dated May 31, 2013 from Mr. James Rathvon and Ms.
Cristen Rose. A copy of that letter is attached. As noted in their letter,

““VETIQ™” is an umbrella brand name used for all products (both pesticidal
and non-pesticidal) manufactured or formulated by or on behalf of either Tru
Prodigy or its corporate affiliate, TruRx. The app enables customers to enter
and track expenses and medications for their pets, and can be programmed by
the user to provide reminders. Users also can use the app to enter and then
print the vaccination history for their pets.”

Thus, the app provides a type of database into which a user can enter and track information about their pet
or pets. I trust that the information provided in this letter will be sufficient for your consideration of the
“VETIQ” logo and statement regarding the app on the product labels.
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2. Regarding the optional marketing statement “Made in the USA”, the reference to 40 CFR § 152.43 no
longer applies. Part of this July 19, 2013 amendment involves an amended CSF (dated July 19, 2013)
which is a Basic CSF in the format approved by EPA'. That amended CSF includes the alternate CRP
producer which is located in the US. Approval of that CSF is contingent on acceptability of the child
resistant packaging data that were submitted with the amendment.

In any event, reglstrants are permitted to add optional marketing statements such as “Made in the USA” by
non-notification’ as long as the statement complies with other regulatory requirements. Stﬁtaments
concerning where a product is made, such as “Made in the USA”, are under the regldamtyglurlsdlcthn of
the Federal Trade Commission. Accordingly, for purpose of seeking EPA’s approval of this amepdment,

Tru Prodigy will remove the statement “Made in the USA” from the proposed label. sesees seeect
The following documents are enclosed cosee, “ete
1. Application for Pesticide Registration (EPA Form 8570-1) " :.'":‘
2. One (1) copy of the revised label with changes tracked ..
3. Three (3) copies of the revised label with changes accepted *es’es
4. A CD containing an electronic version of the labels
5. Certification with Respect to Label Integrity
6. Letter of Authorization

Please contact me by email at Ann@PyxisRC.com or by phone ((253) 853-7369) if you have any questions
or need any additional information.

Sincerely,

Lo WGt

Ann M. Tillman

Enclosures

cc: M. Johnson
L. Rossi

' Memorandum from Jeff Herndon to the Office of Pesticide Programs Staff and Office of Chemical Safety and
Pollution Prevention dated November 28, 2011. Confidential Statement of Formula for End-Use Products (EPs) and
Manufacturing Use Products (MUPs).

2 Pesticide Registration Notice 98-10, Section IV.F.5, Non-Pesticidal Characteristics, Where product is made. OCS
22, 1998.
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VETIQ BRAND STRATEGY
VetlQ is a brand developed to provide an edge in an increasingly competitive pet
product marketplace. It was developed to help customers understand what they can
expect from our products, and it differentiates our offerings from our competitors'.
Vet!Q was also derived to help the consumer easily recognize we are a pet products e oo
brand. cosses “esee
T o .
The foundation of our brand is the logo. Because it’s a potential benefit to the:"": Cecnes
consumer, using the logo on packaging, websites, promotional materials, and oth&r § ¢
advertising is imperative to it’s usefulness in the marketplace, and to the consum.e.r’..: .::.:-
. *
® [ ]
Our company mission is to provide quality pet products at prices people can afferdewe N ..
desire to provide the best information possible so that pet owner’s can make informed b
decisions for their pets. For this reason we developed the VetiQ brand strategy o e o
including brand messaging, advertising, distribution, etc. In order for this strategy to be oo oo

affective we need consistent, strategic messaging of our company's products in all forms
of media.
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TRUE
SCIENCE

Brand Architecture

True Science, LLC is a holding company that sells quality pet products under a number of brands,
at prices consumers can afford. These include VetiQ™ and Betsy Farms™ — two brands currently
available for sale at retailers nationwide; and Lil’ Tex Ranch™ and Delightibles™ — two brands
that are under development and will ship in 2014. True Science, LLC is similar to companies like
Procter & Gamble and Reckitt Benckiser that don’t merchandise products under the company
name, but rather under separate brands, like as Gillette, Olay, Crest, Herbal Essences, Lysol, and
others. More information with regards to True Science can be found on our corporate website,
www.truescience.com. Tru Prodigy is a wholly owned subsidiary of True Scie e.

Vet!Q™ is the flagship brand for True Science, LLC. VetlQ™ offers pet prescription medications,
over-the-counter flea & tick preventatives, and other health and wellness supplements for
America’s pets, at savings to other branded alternatives.

VetiQ™ products include VetGuard Plus® Flea & Tick control, Minties® Dental Treats, Vet!Q™ Hip
& Joint, VetlQ™ Vil n Chews, VetlQ™ Skin & Coat, VetiQ™ Pill Treats, TruProfen™ and Heart
Shield™ Plus. Each product is designed to address a particular health benefit. Retailers that
carry VetlQ™ products include Walmart, Sam’s Club, Kroger, Kmart, Costco and Rite Aid. For
more information, please visit www.VetlQ.com.

In Summer 2013, True Science launched a new brand of products, Betsy Farms™. Betsy Farms™
products are different from VetlQ products in that they are simple dog treats without a
particular functional benefit. Market research and conventional wisdom indicate that
consumers desire brands that simplify the buying decision, and that brands should address
wants and needs that are unique and meaningful to them. Our Delightibles™ brand, planned for
2014 launch, will provide quality cat treats, made in the USA.

Each of the brands that True Science employs a token brand strategy. For example, VetlQ
products VetGuard Plus, Minties, Hip & Joint, etc., have the Vet!Q logo on the principle display
pane! of the package or in other consumer communications. May other brands do this including
Kraft (Kraft Jello, Kraft Oreo, and Kraft Velveeta), Gillette (Gillette Fusion, Gillette Venus, and
Gillette Mach3), Crest (Crest Pro Health, Crest White Strips, Crest Scope Mouthwash). This
provides a common brand for products within the line and is meaningful to consumers.
Consumers have learned to trust the VetlQ brand name. As they are happy with one product in
the VetlQ™ line, they may have interest in others. Marketing VetlQ™ in this way provides a halo
effect — promoting one product raises awareness and trial of others.

500 E Shore Dr, Ste 120, Eagle Idaho 83616 | www Vetl(l.com
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PaLEY
OTHMAN

GOLDSTLIN ROSENBERG, LIG & COOI'LR
CHARIEREIY

4800 HAMPDEN LANE, 7* Floor
BETHESDA, MARYLAND 10814
MAIN TELEPHONE. (301) 6567603
MAIN FAX: (301) 654-7354

May 31. 2013

James P. Rathvon
JRathvon@paleyrothman com
Dir: (301) 951-9342

Fax: (301) 652-5412

By Email

Carmen J. Rodia. Jr.

Environmental Protection Specialist

U.S. EPA. Office of Pesticide Programs.

Registration Division. Insecticide Branch
1200 Pennsylvania Avenue. NW (7504P)
Washington. DC 20460-0001

Re: Tru Prodigy: VetGuard VetIQ Vet Grade

Dear Carmen:

This letter responds to your email dated May 22. 2013 and follows up our meeting on
April 30. 2013 with Scott Adcock (President). Cristen Rose and me on behalf of Tru Prodigy.
and Lois Rossi. Jeff Herndon. Marion Johnson. Michelle Knorr (by phone). Richard Gebken and
you on behalf of EPA.

From Tru Prodigy's perspective. the objective of the April 30 meeting was to reach a
final. mutually acceptable resolution of EPA's concems with the trade name. “VetGuard.” In
two letters dated February 12. 2013, your office stated that it had “rescinded” the VetGuard
name on Tru Prodigy’s EPA-approved products “VetGuard for Dogs™ and “VetGuard for Cats™
because it had received complaints stating that the name is “false and misleading to the consumer
since the product 15 not restricted to retail sale from only veterinarians.™! Ina subsequent
conference call on March 7. 2013 among Richard. you, Cristen and me. Cristen and I explained
why. in our view. the VetGuard name could not possibly mislead consumers into believing that
sale of the products is restricted to veterinarians. We also emphasized that changing the trade
name now would cause irreparable injury to the company. We provided further justification for

t

In response to a FOILA request filed on behalf of Tru Prodigy for “all complaints or inquiries from
third parties about the brand name ‘VetGuard’ and/or EPA Reg. Nos. 88966-1 or 88966-2," EPA
responded that there were “no records” responsive to the request. Tru Prodigy has appealed this no record
determination.
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the VetGuard name and the need for a prompt resolution in a letter dated March 21. 2013. In
response. your office issued a letter dated April 9, 2013 stating in pertinent part: “Please note
that the Agency is not going to pursue any regulatory action related to Tru Prodigy’s use of the
trade name *VetGuard' on the referenced products at this time. However. we will be
reevaluating our current policy as it applies to the ‘VetGuard® trade name. and will keep Tru
Prodigy informed of our findings.”

In light of the April 3. 2013 letter. Tru Prodigy requested a face-to-face meeting with the
Agency because it needed a final determination with respect to the Agency’s position on its
VetGuard trade name. Based on the April 30 meeting. we understand that the Agency no longer
objects to the VetGuard name. We respectfully request that EPA confirm that its concems with
the VetGuard name are now resolved. Having this certainty now is critically important to the
company. because it 1s continuing to invest many millions of dollars per year in marketing and
promotion of the VetGuard name. and because the company’s two Section 3 VetGuard
registrations are time-limited and must be renewed in two years. The company cannot afford to
have EPA’s approval of those renewed registrations conditioned on the removal of the VetGuard
name.

Although the issue of the VetGuard name now appears to be resolved. twwo new issues
were raised at the April 30 meeting. First. you indicated that a comparison of the EPA-approved
label for Tru Prodigy s distributor product. VetGuard Plus for Dogs. with Tru Prodigy’s labeling
for this product. found over 20 “deviations.” You declined to identify these “deviations™ at the
meeting. but your May 22. 2013 email states that a letter detailing your concerns related to the
labeling for this product will be issued by the first week of June.

Second. discussion focused on a new print advertisement for the VetGuard Plus for Dogs
product that features an endorsement by a veterinarian and also shows the front panel of the
respective product labels for small. medium. and large dogs. Two issues regarding this
advertisement were raised at the meeting. and your May 22 email requests further explanation
regarding these and related items. Although we are somewhat unclear as to the information you
are looking for in your May 22 email. we provide additional information regarding these items
below:

1. “VETIQ" logo and associated app and "VetGuardPlus™ website: “VETIQ™™ 15
an umbrella brand name used for all products (both pesticidal and non-pesticidal) manufactured
or formulated by or on behalf of either Tru Prodigy or its corporate affiliate. TruRx. The app
enables customers to enter and track expenses and medications for their pets. and can be
programmed by the user to provide reminders. Users also can use the app to enter and then print
the vaccination history for their pets.

The VetGuardPlus website has a wide range of information regarc  z pet care and
VETIQ products. Certain statements found on the website may be characterized as pesticidal.
For example. the website includes the following statements under the heading. *What Is Vet
Grade?” “Quality — same quality of products veterinarians recommend™:; and “Ingredients —
ingredients proven effective.” Both of these statements are true and can be readily substantiated.
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The statement regarding quality also is discussed further below in the context of the “Vet Grade™
definition.

The website also contains certain claims regarding VetGuard Plus for Dogs that are
consistent with. and do not substantially ditfer from. label claims approved by EPA for this
product. These claims include: “Shown to kill over 92% of fleas within one day of application™:
“Prevents eggs and larvae from becoming adults™: and "Repels new pests from coming in contact
with your dog.”™ Additionally. the two active ingredients contained in the product (permethin and
pyriproxyfen) are discussed. Thus. a video on the website describes permethrin as “powerful”
and “fast-acting™ and the website itself states that fleas exposed to permethrin “become
liyperactive and exhibit a ‘hot foot’ behavior where they will scurry across the animal and then
jump off and die.” These are true statements supported by efficacy studies submitted or cited by
Tru Prodigy. and which are very similar to statements on the website for Bayer's penmetlirin-
containming product. Advantix. as well as the websites of other competitor products. Pyriproxyfen
1s described as an “Insect Growth Regulator or IGR ... [which] stops the ‘next generation’ of
fleas and ticks from infecting your dog and premises.” This statement 1s also true and consistent
with claims approved by EPA for this product.

2. Vet Grade: The term “Vet grade™ 1s defined in both the print advertisement
discussed at the April 30 meeting and on VetGuardPlus website in these or sinular words: “Vet
grade 1s defined as product quality veterinarians recommend.” At the April 30 meeting. there
was some discussion regarding this definition. While Tru Prodigy does not believe this
definition is objectionable. it is willing to refine it to be more specific for EPA-regulated
products. The company proposes the following further clarification: Vet grade is defined as a
product formulated with the same active ingredient in products sold by vets.” Thus. for example.
both of Tru Prodigy’s Section 3 products contain fipronil. the same active ingredient contained in
Frontline™. which is sold by veterinarians.

Tru Prodigy 1s ready to file applications to add the statements discussed above to the
label for these products immediately. Before doing so. however. we wish to ensure that no other
amendnients to the labels:labeling are required to address all outstanding Agency concerns.
Accordingly. we will await your upconung letter regarding the other label concerns regarding the
VetGuard plus for Dogs product before proceeding with label amendments.



Thasnk you very much.

Sincerely.

Qo Bt

James P. Rathvon
Cristen S. Rose

ec: Lois Rossi
Ern Koch. Esq.
Michelle Knorr. Esq.
Marion Johnson
Richard Gebken

R. Gebken
Sept. 16, 2013
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Carmine Rodia
May 31. 2103
Page 4



United States

Environmental Protection Agency
Washington, DC 20480

Registration
Amendment
Other

v

OPP Identifier Number

Application for Pesticide - Section |

1. Compeny/Product Number
Tru Prodigy/88966-1

2. EPA Product Manager
R. Gebken

4. Compeny/Product (Name)
Tru Prodicy/VetGuard for Cats

PM#

10

3. Proposed Classification

Nono D Restricted

S. Name and Address of Applicant f/nc/ude ZIP Code)

Tru Prodigy c/o Pyxis Regulatory Consulting
4110 136th St. NW
Gig Harbor, WA 98332

D Check Iif this is & new address

to:
EPA Reg. No.

6. Expedited Reveiw. In accordance with FIFRA Section 3(c){(3)
(b)(i), my product is similar or identical in composition and labeling

Product Name

Section - I

D Amendment - Explain below.

Final printed labels in repsonse to

Agency letter dated

Resubmission in response to Agency letter dated Aug. 28, 2013 D "Me Too" Application.
D Notification - Explain below. D Other - Explain below.
Explanation: Use additional page(s) if r y. {(For tion | and Section Il.)

Submission of revised label.

Section - I

1. Material This Product Will Be Packaged In:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Contsiner
Yes Yes l Yes Metal
V4 Plastic
. No - No No | Glass
: f "Yeos"® No. per if “Yes® No. per Paper
* cmc.‘m must Unit Packaging wgt.  container Package wgt container Other (Specify)
be submitted
0.017 oz. 3 |
3. Lecation of Net Contents information 4. Sizels) Retail Contsiner 5. Location of Label Directions e oo
. On Label
M Label L{_J Container 0.051 f1. oz. F -7 ] On Labeling Py .wod.uﬂ:°°.
6. Manner in Which Label is Affixed to Product llﬁithoqupr:d m Other 0N box and ondnset i box °
Sggr:{:l.g s0cco0 ;ooo:o
Section - IV ®ve’ oo o

1. Contact Point (Complete items directly below for identification of individuel to be contscted, if necessery, to prdcd3S hjs spplicat®n.}

L
L. ~ . orm 8670-1 (Rev. 3-94) Previoue editions are obsolete.

. -

Name Tite TeRpitone No. {includp Ares Cod)
Ann M. Tillman Agent (253) 853-7369°**
Certification 6. Dy Mpso.ﬁon
| certify that the statements | have made on this form and all attachments thereto are true, accurate and oomplete. Rechived
" | ecknowledge that any knowlinglly faise or misieading statement may ba punishabie by fine or imprisonment or {Stamped)
both under applicsble law.
2, Signature . ~) 3. Tite
ﬂa&t g’l/‘, /A‘ZZG‘» Agent
4. Typed Name - 6. Date C
Ann M. Tillman }// 7 //.?
Ve mvrv s e —opy swvegmr—r « —Jow - Applicant Copy

10




Certification with Respect to Label Integrity

version: 9/11/02

| certify that the information (including, but not limited to, text, tables, and graphics)
contained in the electronic file identified below by file name and submitted with this

certification is the same information as that on the paper copies of these documents
included with this submission.

PROPOSED LABEL

Date Submitted
EPA Registration # to EPA Flartrnnic file name
088966-1 Sept. 17,2013  |088966-1.20130916.VetGuard for Cats
Label.pdf

| certify that the statements that | have made on this form are true, accurate, and

complete. | acknowledge that any knowingly false or misleading statements may be
punishable by fine or imprisonment or both under applicable law.

ﬂ‘“h@“ Sept. 17,2013

Signature Date
Ann M. Tillman
Agent for Tru Prodigy

€
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. Package Insert

. Carton (front, back, inside and side panels)

. [Optional text for front or Optional text for back of cardboard insert if security packaging used]
. Optional card with tips for use

Reminder Stickers

Text for back of blister

Text for back of pipette (applicator)

I R

Note to reviewer: optional text is placed in brackets

1. Package Insert, Text

VETGUARD FOR CATS

For use ONLY on CATS & KITTENS 8 weeks and older

ACTIVE INGREDIENT:

Fipronil... e e .97 %
INERT INGREDIENTS ................................................................................................ 90.3%
T O T AL . e e e e e e et e e e et aeeanraesane 100.0%

KEEP OUT OF REACH OF CHILDREN
CAUTION

[Optional marketing claims]
[Quick-acting]
[Long-lasting]

[Waterproof]

{For monthly control of fleas, ticks, chewing lice, mosquitoes]

[Kills adult fleas] e :.:':.
[Kills newly emerged adult fleas prior to egg-laying] e 32 o
[Effective treatment that kills adult fleas which may cause flea allergy dermatitis] :_, o ,. teseee

[Kills all life stages of ticks (larva, nymph, and adult) including brown dog ticks (Rh/p?(‘e.dhalus oo o,
sanguineus), American dog ticks (Dermacentor vanabilis), lone star ticks (Amblyomma amer/caaum) and‘ee’ o
deer ticks (/Ixodes scapulans)] . .

[Kills ticks that may transmit Lyme disease, haemobartonellosis, ehrlichiosis, babesmsus and ““‘
anaplasmosis]

[Kills Brown dog ticks, American dog ticks, Lone Star ticks and deer ticks for up to one month] Tese
[Eliminates chewing lice infestations]

[Kills adult mosquitoes)

VetGuard for Cats Label — 7-199-16-2013 EPA Reg. No. 88966-1 1
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Package Insert, Text

FIRST AID

Have the product container or label with you when calling a poison control center or doctor, or going for
treatment.

IF SWALLOWED: Immediately call a poison control center or doctor for treatment advice. Have person
sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by a poison control
center or doctor. Do not give anything by mouth to an unconscious person.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact
lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or
doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with plenty of
water for 15-20 minutes. Call a poison control center or doctor for treatment advice.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS
HAZARDS TO HUMANS

CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes or
clothing. Wash hands thoroughly with soap and water after handling and before eating, drinking, or using
tobacco.

Have the product container label with you when calling a poison control center or doctor or going for
treatment. You may also contact 1-888-314-8588 for emergency medical treatment information.

HAZARDS TO DOMESTIC ANIMALS

For external use only on cats. Do not use on kittens under 8 weeks of age. Individual sensitivities, while
rare, may occur after using ANY pesticide product. Pets may experience some temporary irritation at the
site of product application. If signs persist, or become more severe within a few days of application,
consult a veterinarian immediately. Certain medications can interact with pesticides. Consult a
veterinarian before using on medicated, debilitated or aged animals. You may also contact
SAFETYCALL INTERNATIONAL at 1-855-844-4375 (independent veterinarians and phammacists on staff
24 hours/7 days per week). For Customer Service call 1-888-314-8588.

Side Effects. After applying VetGuard for Cats, check your cat for side-effects such as redness from skin
irritation, scratching or other signs of discomfort. In some cases, vomiting or diarrhea have been reported
from grooming after treatment. If you observe these signs or symptoms in your treated cat, contact your
veterinarian. You may also contact SAFETYCALL INTERNATIONAL at 1-855-844-4375 (independent
veterinarians and pharmacists on staff 24 hours/7 days per week). For Customer Service call 1-888-314-
8588.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. Do not allow
children to apply product. TO PREVENT HARM TO YOU AND YOUR PET, READ THE ENTIRE LABEL
AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON
DOGS OR OTHER ANIMALS.

VetGuard for Cats is approved for use on all cats including breeding, pregnant and lactating queens, and
on kittens that are older than 8 weeks.

VetGuard for Cats keeps on working even after cats are shampooed, rinsed with water, or if cats are
outdoors and exposed to the sun or rain.

VetGuard for Cats Label — 7-189-16-2013 EPA Reg. No. 88966-1
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Package Insert, Text
Frequency of Application

Monthly application of VetGuard for Cats controls flea, tick and chewing lice infestations. You can
reapply VetGuard for Cats once every 30 days.

Fleas: VetGuard for Cats kills adult fleas for up to six weeks. If your cat becomes reinfested with fleas,
or if your cat is in situations where reinfestation may occur, you may apply VetGuard for Cats every 30
days. .

Ticks: VetGuard for Cats kills ticks for at least one month. Apply VetGuard for Cats every 30 days to
control ticks (larva, nymph and adult) that may transmit Lyme disease, Rocky Mountain Spotted Fever,
ehrlichiosis, babesiosis, and anaplasmosis.

Chewing Lice: VetGuard for Cats kills chewing lice for at least one month. Apply VetGuard for Cats
every 30 days to control chewing lice.

Mosquitoes: Apply VetGuard for Cats every 30 days to kill mosquitoes. Mosquitoes are killed within 24
hours for up to 7 days, and within 48 hours for up to 28 days.

Use VetGuard for Cats on all cats including breeding, pregnant and lactating queens, and on kittens 8
weeks or older.

A one-spot application is convenient and easy for effective treatment of fleas, ticks, chewing lice, and
mosquitoes. Apply VetGuard for Cats when your cat is dry.

VetGuard for Cat is applied at a single point on the surface of the skin between the cat's shoulders and
rapidly covers the entire cat by localizing in the hair, on the surface of the skin and in the sebaceous
glands.

Soon after coming into contact with a treated cat, fleas, ticks, mosquitoes, and chewing lice are killed. To
kill fleas, ticks, chewing lice and mosquitoes apply VetGuard for Cats as follows:

VetGuard for Cats Label — 7-189-16-2013 EPA Reg. No. 88966-1
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Package Insert, Text

resulting from the use, handling, application, or storage of this product, whether in contract, warranty, tor,
negligence, strict liability or otherwise, shall not exceed the purchase price paid.

EPA Reg. No.: 88966-1
[EPA Est. No.: ]

Manufactured for:

Tru Prodigy
500 E. Shore Drive, Suite 130
Eagle, ID 83616

[Customer Service: 1-888-314-8588]

[For more information. visit [www.VETIQ.com]]

[Made in Germany]

[VetGuard for Cats is a registered trade name of Tru Prodigy}]
[Optional Bar Code]

VetGuard for Cats Label — #-189-16-2013 EPA Reg. No. 88966-1
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2. Carton Text — Front Panel

VETGUARD FOR CATS

For use ONLY on CATS & KITTENS 8 weeks and older

ACTIVE INGREDIENT:

FIDrONIL .. e i 9.7 %
INERT INGREDIENTS : ...ttt e e et e e e ae e e e e e e ee b e es 90.3%
O T AL e et e et te e s ettt s eatbaaeeatresenaeann 100.0%

Net Contents [3-pak] 0.051 fl. oz. (1.5 mL) (3 tubes containing 0.017 fl. oz. each)
[3 Doses]
KEEP OUT OF REACH OF CHILDREN
CAUTION

See label insert for First Aid and Precautionary Statements.
[Optional marketing claims]
[Quick-acting]
[Long-lasting]
[Waterproof]
[For monthly control of fleas, ticks, chewing lice, mosquitoes]
[Kills adult fleas]
[Kills newly emerged adult fleas prior to egg-laying]
[Effective treatment that kills fleas which may cause flea allergy dermatitis]

[Kills all life stages of ticks (larva, nymph, and adult) including brown dog ticks (Rhipicephalus
sanguineus), American dog ticks (Dermacentor vanabilis), lone star ticks (Amblyomma americanum) and

deer ticks (/xodes scapularis))

[Kills ticks that may transmit Lyme disease, haemobartonellosis, ehrlichiosis, babesiosis, and

anaplasmosis ]

[Kilts Brown dog ticks, American dog ticks, Lone Star ticks and deer ticks for up to one month]
[Eliminates chewing lice infestations]

[Kills adult mosquitoes]

[Kills fleas, ticks, chewing lice and mosquitoes]

[3 Month Supply]

[3 Applicators]

[CONTAINS FIPRONIL, SAME ACTIVE INGREDIENT AS PET ARMOR® AND FRONTLINE TOP

SPOT™]

[Pet Armour is a registered trademark of FidoPharm, Inc.

[Frontline and Frontline Top Spot are registered trademarks of Merial.]

[VetGuard for Cats is not manufactured or distributed by Merial or by FidoPharm, Inc ]

FREE APP AT

www.VETIQ.com]

VetGuard for Cats Label — 7-189-16-2013 EPA Reg. No. 88966-1
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2. Carton Text — Back Panel

VETGUARD FOR CATS

I 3 Doses]
[Quick-acting]

[Long-lasting]
[Waterproof]
[3 Month Supply]

FREE APPAT ..

KEEP OUT OF REACH OF CHILDREN

CAUTION

READ ENTIRE LABEL AND ENCLOSED DIRECTIONS BEFORE EACH USE.
Manufactured for:

Tru Prodigy
500 E. Shore Drive, Suite 130
| Eagle, ID 83616

| [Customer Service: 1-888-314-8588]

EPA Reg. No. 88966-1

EPA Est. No.

[Made in Germany]

[For more information, visit [www VETIQ.com]]

[Batch/Lot No.]

[Bar Code]

[VetGuard for Cats is a registered trade name of Tru Prodigy]

VetGuard for Cats can be used on all cats including breeding, pregnant and lactating queens, and on
kittens that are older than 8 weeks. VetGuard for Cats controls fleas, ticks, chewing lice and mosquitoes
and keeps on working even after cats are shampooed, rinsed with water, or if cats are outdoors and
exposed to the sun or rain.

DIRECTIONS FOR USE

it is a violation of law to use this product in a manner inconsistent with its labeling. Do not allow children
to apply product. TO PREVENT HARM TO YOU AND YOUR CAT, READ THE ENTIRE LABEL AND
DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON
DOGS OR ON OTHER ANIMALS.

Side Effects. See package insert for side effects.

To kill fleas, ticks, chewing lice and mosquitoes apply VetGuard for Cats as follows:

Remove and Open Package
See package insert for opening instructions.

VetGuard for Cats Label — 72-189-16-2013 EPA Reg. No. 88966-1 10
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2. Carton Text - Inside Panel

[3 Month Supply]

READ ENTIRE LABEL AND ENCLOSED DIRECTIONS BEFORE EACH USE.
USE ONLY ON CATS & KITTENS 8 WEEKS AND OLDER

KEEP OUT OF REACH OF CHILDREN

CAUTION

VetGuard for Cats can be used on all cats including breeding, pregnant and lactating queens, and on
kittens that are older than 8 weeks. VetGuard for Cats controls fleas, ticks, chewing lice and mosquitoes
and keeps on working even after cats are shampooed, rinsed with water, or if cats are outdoors and
exposed to the sun or rain.

Frequency of Application

Monthly application of VetGuard for Cats controls flea, tick and chewing lice infestations. You can
reapply VetGuard for Cats once every 30 days.

Fleas: VetGuard for Cats kills adult fleas for up to six weeks. If your cat becomes reinfested with fleas,
or if your cat is in situations where reinfestation may occur, you may apply VetGuard for Cats every 30
days.

Ticks: VetGuard for Cats kills ticks for at least one month. Apply VetGuard for Cats every 30 days to
control ticks (larva, nymph and adult) that may transmit Lyme disease, Rocky Mountain Spotted Fever,
ehrlichiosis, babesiosis, and anaplasmosis .

Chewing Lice: VetGuard for Cats kills chewing lice for at least one month. Apply VetGuard for Cats
every 30 days to control chewing lice.

Adult Mosquitoes: Apply VetGuard for Cats every 30 days to kill mosquitoes. Mosquitoes are killed
within 24 hours for up to 7 days, and within 48 hours for up to 28 days.

PHYSICAL OR CHEMICAL HAZARDS
COMBUSTIBLE. Do not use or store near heat or open flame.

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage and disposal.
PESTICIDE STORAGE
Store unused product in original container only, out of reach of children and animals.
CONTAINER DISPOSAL

Nonrefillable container. Do not reuse or refill this container. If empty: Place in trash or offer for recycling
if available.

If partly filled: Call your local solid waste agency for disposal instructions. Never place unused product
down any indoor or outdoor drain.

VetGuard for Cats Label — 7-189-16-2013 EPA Reg. No. 88966-1 12
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*Claimed confidential by submitter*

PYXIS REGULATORY CONSULTING, INC. i

4110 136" St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516
www.PyxisRC.com

CONTAINS CONFIDENTIAL BUSINESS INFORMATION

July 19, 2013

OVERNIGHT DELIVERY

Richard Gebken (PM 10)

Document Processing Desk (REGFEE)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:  Tru Prodigy
VetGuard for Cats (EPA File Symbol 88966-1) .
Application to Amend Pesticide Registration
PRIA Category R340 (Primary Application)

Dear Mr. Gebken,

On behalf of Tru Prodigy, we are submitting an application to amend the registration of VetGuard for
Cats to add an additional manufacturing site. This application is tied to the secondary application to
amend the registration of VetGuard for Dogs (EPA Reg. No. 88966-2).

This amendment would allow packaging to be done at Klocke of America (KOA) in Fort Myers, FL in
addition to the current location in Germany. KOA conducted limited child resistant package testing with
CRP made at the Florida as agreed upon at a meeting between KOA and EPA in November 2012. The
new data are submitted with this amendment.

Minor product label changes were made to reflect the location of the new manufacturer and to include the
VetlQ logo, per previous discussions between EPA and Tru Prodigy.

In support of this application, we submit the following documents:

1. Application for an Amended Pesticide Registration (EPA Form 8570-1)
2. Confidential Statement of Formula (EPA Form 8570-4) dated July 19, 2013
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*Claimed confidential by submitter*

PYJ& REGULATORY CONSULTIN’, INC.

4110 136™ St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516
www.PyxisRC.com

CONTAINS CONFIDENTIAL BUSINESS INFORMATION

July 19, 2013

OVERNIGHT DELIVERY

Richard Gebken (PM 10)

Document Processing Desk (REGFEE)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:  Tru Prodigy
VetGuard for Cats (EPA File Symbol 88966-1)
Application to Amend Pesticide Registration
PRIA Category R340 (Primary Application)

Dear Mr, Gebken,

On behalf of Tru Prodigy, we are submitting an application to amend the registration of VetGuard for
Cats to add an additional manufacturing site. This application is tied to the secondary application to
amend the registration of VetGuard for Dogs (EPA Reg. No. 88966-2).

This amendment would allow packaging to be done at Klocke of America (KOA) in Fort Myers, FL in
addition to the current location in Germany. KOA conducted limited child resistant package testing with
CRP made at the Florida as agreed upon at a meeting between KOA and EPA in November 2012. The
new data are submitted with this amendment.

Minor product label changes were made to reflect the location of the new manufacturer and to include the
VetlQ logo, per previous discussions between EPA and Tru Prodigy.

In support of this application, we submit the following documents:

1. Application for an Amended Pesticide Registration (EPA Form 8570-1)
2. Confidential Statement of Formula (EPA Form 8570-4) dated July 19, 2013
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*Claimed confidential by submitter*

PYXIS REGULATORY CONSULTING, INC.

4110 136™ St. NW Phone: 253-853-7369
Gig Harbor, WA 98332 Fax: 253-853-5516
www. PyxisRC.com

CONTAINS CONFIDENTIAL BUSINESS INFORMATION
July 19, 2013
OVERNIGHT DELIVERY

Richard Gebken (PM 10)

Document Processing Desk (REGFEE)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:  TruProdigy
VetGuard for Dogs (EPA File Symbol 88966-2)
Application to Amend Pesticide Registration
PRIA Category R340 (Secondary Application)

Dear Mr. Gebken,

On behalf of Tru Prodigy, we are submitting an application to amend the registration of VetGuard for
Dogs to add an additional manufacturing site. This application is tied to the primary application to amend
the registration of VetGuard for Cats (EPA Reg. No. 88966-1).

This amendment would allow packaging to be done at Klocke of America (KOA) in Fort Myers, FL in
addition to the current location in Germany. KOA conducted limited child resistant package testing with
CRP made at the Florida as agreed upon at a meeting between KOA and EPA in November 2012. The
new data are submitted with this amendment. . '.'..
Minor product label changes were made to reflect the location of the new manufacturer and to inél'u'de.tile
VetlQ logo, per previous discussions between EPA and Tru Prodigy. >

In support of this application, we submit the following documents: sl

1. Application for an Amended Pesticide Registration (EPA Form 8570-1)
2. Confidential Statement of Formula (EPA Form 8570-4) dated July 19, 2013
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*Product ingredient source information may be entitled to confidential treatment*

Form approved. OMB No. 2070-0060, 2070-0057, 2070-0107, 2070-0122, 2070-0164.

SEPA

United States
Environmental Protection Agency
Washington, DC 20460

Formulator’'s Exemption Statement

(40 CFR 152.85)
Applicant’s Name and Address EPA File Symbol/Registration Number
Tru Prodigy ki,
500 E. Shore Drive, Suite 130 Product Name
Eagle, ID 83616 VetGuard for Cats o—
Date of Confidential smemem of Formula (EPA Form 8570-4)
01/08/2013 /&!&/—0/@44 / /, o

As an authorized representative of the applicant for registration of the product identified above, | cerﬁfy that:
(1) This product contains the following active ingredient(s):

fipronil

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which is registered under FIFRA Section 3, is purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3).

(3) Indicate by checking (A) or (B) below which paragraph applies:

71 (A) An accurate Confidential Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.
That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in

paragraph (1).
OR

71 (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the information required on the current CSF.

(4) The following active ingredients in this product qualify for the formulator's exemption.

Source

Active Ingredient Product Name Registration Number
Fipronil __~

sevnse =
[ ] e © °
. . :.l...
TI XL °
°... eooe
Y XX2/ ..:.
e @ ~
[XXXX)]
Signature) /) Name and Title Date ° ":.
é/‘"’/‘/"’ ///Z&“f Ann M. Tillman, Agent }//0//3{ “
EPA Form 8570-27 (Rev. 06-2004) Copy 1%,

*®
Copy 2 - Applicant copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
CHEMICAL SAFETY
AND POLLUTION PREVENTION

January 29, 2013

Ms. Ann M. Tillman

Tru Prodi%y c/o Pyxis Regulatory Consulting, Inc.
4110 136" St. NW

Gig Harbor, WA 98332

Subject: Application for Pesticide Amendment
VetGuard for Cats
EPA Reg. No. 88966-1
Your Submission Dated October 3, 2012
Decision No: 474189

Dear Ms. Tillman:

The labeling referred to above, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable subject to the
conditions of registration and label comments below. Two (2) copies of the finished labeling
must be submitted prior to releasing the product for shipment. A stamped copy of the label is
enclosed for your records.

Conditions of acceptance
1. This registration is now time-limited and expires two years from the date of this letter.
2. Please consider limiting the formulations of this product to one basic confidential
statement of formula. The Agency may require this in the future and no additional
alternate formulations or minor formulation amendments will be approved for this

product in the future.

3. You must submit quarterly enhanced incident reports and quarterly sales information in
doses sold for this product beginning April 1, 2013.

Please flag any Confidential Business Information as such. Enhanced incident reporting

should be submitted to the Product Manager. Quarterly sales information should be
submitted to the Registration Division, Immediate Office (attn: Kaitlon Kelles
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4.

The following is a list of information that must be included in the quarterly reports for
each incident:

EPA Registration Number

Product name (brand name)

Lot #

Where purchased: internet, store, veterinarian
Active Ingredient(s)

Weight range for product

Date on which incident occurred. (mm/dd/yyyy)
State in which the incident occurred. (standard 2 letter abbreviation)
Registrant case #

Species: dog, cat, other (specify)
Breed: (as reported by pet owner)
Age: months or years

Sex: M, F, or neutered

Weight: pounds

Primary Route of Exposure: dermal, oral, other animal, inhalation, other

Body System: neurological, dermatological, GI, respiratory, ocular, other

Major signs noted with separate column for each sign, using standard terminology
Time to Onset: (hours, days)

Treated by veterinarian: yes or.no

First time product used: yes or no

Misuse: use on incorrect species, overdose, too frequent dosing, other (describe)
Any known precondition

EPA Severity Code: death, major, moderate, minor

Outcome: died, recovered, still treated, unknown

Along with the enhanced incident reporting, you must submit an analysis of the incidents
seen, to include the following details:

- All incidents should be reported including all minor dermal and ocular irritation
reports.

- Summary table for dogs showing number of incidents of each severity code for
each route of exposure. Each incident should only be reported once. If one
incident has several routes of exposure, the order should be ocular > oral >
dermal. In other words, an incident with both oral and dermal exposure would be
reported as oral exposure, and an incident with both ocular and oral exposure
would be reported as ocular exposure.

- A similar summary table for cats (misuse or secondary exposure) showing
number of incidents of each severity code for each route of exposure.
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Summary table for dogs and table for cats showing number of incidents that are
believed due to secondary exposure (e.g., multi-pet households).

A summary table for dogs showing number of incidents for each severity code for
these age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr, 2 yr, 3
yr,4yr,5yr, 6 yr, 7yr, 8 yr, 9 yr, 10 yr, 11 yr, 12 yr, 13 yr, 14 yr, 15 yr, >15 yr.

A summary table showing the number of dog incidents for each severity code for
each pet weight range on the product label. '

A summary table for dog weight showing number of incidents for each product
weight range. This table should show number of incidents in dogs weighing less
than that product weight range, number of incidents in dogs in lower half of
weight range, number of incidents in dogs in upper half of weight range, and dogs
weighing more than the product weight range.

Table showing number of incidents for each dog breed.

Table showing number of incidents in dogs for each clinical sign.

Table showing number of incidents in dogs for each organ system.

Report aggregate incidents, but do not combine moderate and minor incidents.

If EPA determines that future mitigation measures are necessary for all spot-on products,
the Agency w _ inform registrants and if needed, EPA may take regulatory action. If you have
any questions contact Driss Benmhend at 703-308-9525 or by e-mail at:
Benmbhend.driss@epa.gov.

Sincerely,

B sen 1§ 74/

Richard Gebken

Product Manager 10,
Insecticide Branch
Registration Division (7505P)

Enclosure: Label stamped “Accepted”
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Package Insert

Carton (front, back, inside and side panels)

[Optional text for front or Optional text for back of cardboard insert if security packaging used]
Optional card with tips for use

Reminder Stickers

Text for back of blister

Text for back of pipette (applicator)

N o o N2

Note to reviewer: optional text is placed in brackets
1. Package Insert, Text

VETGUARD FOR CATS

For use ONLY on CATS & KITTENS 8 weeks and older

ACTIVE INGREDIENT:

o o 41 PO PP 9.7%
INERT INGREDIENTS: ...ttt e e e e e e tt e e e e e eenena e e e e ennan s s e aeebans 90.3%
B X 7 Y OO OO U PR UU OO RPN 100.0%

KEEP OUT OF REACH OF CHILDREN

CAUTION ACCEPTED
[Optional marketing claims] with COMMENTS
. In EPA Letter Dated
[Quick act.mg] JAN 29 2013
[Long-lasting] Under the Federal Insecticide.
[Waterproof] Fungicide, and Rodenticide Act.

as amended. for the pesticide

[For monthly control of fleas, ticks, chewing lice, mosquitoes] registered under EPA Ree. No.
[Kills adult fleas] —é%d%

[Kills newly emerged adult fleas prior to egg-laying]
[Effective treatment that kills adult fleas which may cause flea allergy dermatitis]

[Kills all life stages of ticks (larva, nymph, and adult) including brown dog ticks (Rhipicephalus
sanguineus), American dog ticks (Dermacentor variabilis), lone star ticks (Amblyomma americanum) and
deer ticks (Ixodes scapularis)]

[Kills ticks that may transmit Lyme disease, haemobartonellosis, ehrlichiosis, babesiosis, and
anaplasmosis]

[Kills Brown dog ticks, American dog ticks, Lone Star ticks and deer ticks for up to one month]
[Eliminates chewing lice infestations]
[Kills adult mosquitoes]

VetGuard for Cats Label — 10-31-2012 EPA Reg. No. 88966-1
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Package Insert, Text

FIRST AID

Have the product container or label with you when calling a poison control center or doctor, or going for
treatment.

IF SWALLOWED: Immediately call a poison control center or doctor for treatment advice. Have person
sip a glass of water if able to swallow. Do not induce vomiting unless told to do so by a poison control
center or doctor. Do not give anything by mouth to an unconscious person.

IF IN EYES: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact
lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or
doctor for treatment advice.

IF ON SKIN OR CLOTHING: Take off contaminated clothing. Rinse skin immediately with plenty of
water for 15-20 minutes. Call a poison control center or doctor for treatment advice.

PRECAUTIONARY STATEMENTS
HAZARDS TO HUMANS AND DOMESTIC ANIMALS

HAZARDS TO HUMANS

CAUTION: Harmful if swallowed. Causes moderate eye irritation. Avoid contact with skin, eyes or
clothing. Wash hands thoroughly with soap and water after handling and before eating, drinking, or using
tobacco.

Have the product container label with you when calling a poison control center or doctor or going for
treatment. You may also contact 1-888-314-8588 for emergency medical treatment information.

HAZARDS TO DOMESTIC ANIMALS

For external use only on cats. Do not use on kittens under 8 weeks of age. Individual sensitivities, while
rare, may occur after using ANY pesticide product. Pets may experience some temporary irritation at the
site of product application. If signs persist, or become more severe within a few days of application,
consult a veterinarian immediately. Certain medications can interact with pesticides. Consult a
veterinarian before using on medicated, debilitated or aged animals. You may also contact
SAFETYCALL INTERNATIONAL at 1-855-844-4375 (independent veterinarians and pharmacists on staff
24 hours/7 days per week). For Customer Service call 1-888-314-8588.

Side Effects. After applying VetGuard for Cats, check your cat for side-effects such as redness from skin
irritation, scratching or other signs of discomfort. In some cases, vomiting or diarrhea have been reported
from grooming after treatment. If you observe these signs or symptoms in your treated cat, contact your
veterinarian. You may also contact SAFETYCALL INTERNATIONAL at 1-855-844-4375 (independent
veterinarians and pharmacists on staff 24 hours/7 days per week). For Customer Service call 1-888-314-
8588.

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. Do not allow
children to apply product. TO PREVENT HARM TO YOU AND YOUR PET, READ THE ENTIRE LABEL
AND DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE ON RABBITS. DO NOT USE ON
OTHER ANIMALS.

VetGuard for Cats is approved for use on all cats including breeding, pregnant and lactating queens, and
on kittens that are older than 8 weeks.

VetGuard for Cats keeps on working even after cats are shampooed, rinsed with water, or if cats are
outdoors and exposed to the sun or rain.

VetGuard for Cats Label ~ 10-31-2012 EPA Reg. No. 88966-1
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Package Insert, Text

Frequency of Application

Monthly application of VetGuard for Cats controls flea, tick and chewing lice infestations. You can
reapply VetGuard for Cats once every 30 days.

Fleas: VetGuard for Cats kills adult fleas for up to six weeks. If your cat becomes reinfested with fleas,
or if your cat is in situations where reinfestation may occur, you may apply VetGuard for Cats every 30
days.

Ticks: VetGuard for Cats kills ticks for at least one month. Apply VetGuard for Cats every 30 days to
control ticks (larva, nymph and aduit) that may transmit Lyme disease, Rocky Mountain Spotted Fever,
ehrlichiosis, babesiosis, and anaplasmosis.

Chewing Lice: VetGuard for Cats kills chewing lice for at least one month. Apply VetGuard for Cats
every 30 days to control chewing lice.

Mosquitoes: Apply VetGuard for Cats every 30 days to kill mosquitoes. Mosquitoes are killed within 24
hours for up to 7 days, and within 48 hours for up to 28 days.

Use VetGuard for Cats on all cats including breeding, pregnant and lactating queens, and on kittens 8
weeks or older.

A one-spot application is convenient and easy for effective treatment of fleas, ticks, chewing lice, and
mosquitoes. Apply VetGuard for Cats when your cat is dry.

VetGuard for Cat is applied at a single point on the surface of the skin between the cat’s shoulders and
rapidly covers the entire cat by localizing in the hair, on the surface of the skin and in the sebaceous

glands.

Soon after coming into contact with a treated cat, fleas, ticks, mosquitoes, and chewing lice are killed. To
kill fleas, ticks, chewing lice and mosquitoes apply VetGuard for Cats as follows:

VetGuard for Cats L?;bel -10-31-2012 EPA Reg. No. 88966-1
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2. Carton Text — Back Panel

VETGUARD FOR CATS

[Quick-acting]

[Long-lasting]

[Waterproof]

[3 Month Supply]

[FREE APP AT www.VETGUARDPLUS.com]

KEEP OUT OF REACH OF CHILDREN

CAUTION

READ ENTIRE LABEL AND ENCLOSED DIRECTIONS BEFORE EACH USE.
Manufactured for:

Tru Prodigy
500 E. Shore Drive, Suite 130
Eagle, ID 83616

EPA Reg. No. 88966-1

EPA Est. No.

[Made in Germany}

[Batch/Lot No.]

[Bar Code]

[VetGuard for Cats is a registered trade name of Tru Prodigy]

VetGuard for Cats can be used on all cats including breeding, pregnant and lactating queens, and on
kittens that are older than 8 weeks. VetGuard for Cats controls fleas, ticks, chewing lice and mosquitoes
and keeps on working even after cats are shampooed, rinsed with water, or if cats are outdoors and
exposed to the sun or rain.

DIRECTIONS FOR USE

it is a violation of law to use this product in a manner inconsistent with its labeling. Do not allow children
to apply product. TO PREVENT HARM TO YOU AND YOUR CAT, READ THE ENTIRE LABEL AND
DIRECTIONS BEFORE EACH USE. FOLLOW ALL DIRECTIONS AND PRECAUTIONARY
STATEMENTS CAREFULLY. USE ON CATS ONLY. DO NOT USE ON RABBITS OR ON OTHER
ANIMALS.

Side Effects. See package insert for side effects.
To kill fleas, ticks, chewing lice and mosquitoes apply VetGuard for Cats as follows:

Remove and Open Package
See package insert for opening instructions.

Open Applicator an” Annhs VetGuard for Cats

Hold upright with foil side away from you and snap applicator tip back to open.

VetGuard for Cats Label — 10-31-2012 EPA Reg. No. 88966-1
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*Personal privacy information*

Page 1 of 3
L L

Fw: Attached is the label review for 88966-O VETGUARD FOR CATS
Carmen Rodia

to:

Carmen Rodia

09/13/2012 03:01 PM

Hide Details

From: Carmen Rodia ||| | | NG

To: Carmen Rodia/DC/USEPA/US@EPA

Please respond to Carmen Rodia ||| |

1 Attachment

3

image001.gif

—— Forwarded Message —--

From: Richard Gebken <Gebken.Richard@epamail.epa.gov>

To: Ann Tillman <Ann@PyxisRC.com>; Carmen Rodia

Sent: Thursday, September 13, 2012 2:02 PM

Subject: Re: Attached is the label review for 88966-O VETGUARD FOR CATS

_ Yes Ann, the date is the same. I'll have the DERs for you tomorrow, and hopefully the marked up label saturday.

Richard Gebken

Sent by EPA Wireless E-Mail Services..

From: Ann Tillman [Ann@PyxisRC.com]

Sent: 09/13/2012 08:06 AM MST

To: Carmen Rodia

Cc: Richard Gebken

Subject: RE: Attached is the label review for 88966-O VETGUARD FOR CATS

Thanks Cammen. | assume the same date applies for 88966-I, Vetguard for Dogs?

Ann

From: Carmen Rodia [mailto:Rodia.Carmen@epamail.epa.gov]
Sent: Thursday, September 13, 2012 10:57 AM

217
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to consumers must be identical to those given to the seniors during testing (see
packaging section below). For details see Analysis of Data and Conclusions
section below.

Should any human experience/epidemiological evidence indicate a
problem once the product is in the marketplace, the Agency reserves the right to
reexamine this data comprehensively and to question the child resistance of the
package involved.

Package

The package is a pipette in a blister. The pipette has clear plastic front and foil
backing. The blister is the Child-Resistant Packaging, CRP. The blister backing is
PET/AL/PET/PE 12/12/12/75, which appears as a foil color. The blister front is
PET/PP/PE transp. LDPE 350/100/75, which appears as a clear color. Three blisters
are attached to each other to form one card. There are 5 fill volumes 0.67ml, 1.34ml,
2.68ml, 4.02ml, and 0.5ml.

The Senior Adult Use Effectiveness Testing, SAUE, directions on the back of the
blister are a pictorial showing the separation of one of the three attached blisters and
removing the pipette from the blister that repeats for the height of the blister and a
dashed line with a picture of a scissors to the right of the pictorial showing where to
separate one of the three attached blisters (see picture below). In addition to the SAUE
directions on the back of the blister, there are also SAUE directions in a leaflet that
were given to the test subjects. There is a set of instructions used for all 5 fill volumes,
which is referred to in this review as Package Instructions for SAUE Testing Set 2 (see
picture below for set of SAUE Testing directions). EPA Registration No. 88966-E is for
fill volumes 0.67ml, 1.34ml, 2.68ml, 4.02ml. EPA Registration No. 88966-R is fill
volume 0.5ml.
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Toxicity

The toxicity of the product is based on the toxicity of Fipronil. The toxic or
harmful amount of Fipronil for an 11.4 kg child is 2.5mg/kg times 11.4kg, which equals
28.5mg. Access to a toxic or harmful amt = 28.5mg = 28.5mg divided by [1037mg/ml x
0.097 Fipronil] = 0.28ml for EPA REG No. 88966-E and 88966-R.

A child failure is access to one blister of any size equal to or greater than
0.28ml for EPA REG No. 88966-E and 88966-R.

Failure

For the purposes of CRP testing EPA REG No. 88966-E and 88966-R a child
failure is access to one blister for all sizes. Access to one blister is more than a toxic
or harmful amount of Fipronil (28.5mg) for all sizes.

Child Failure is defined as access to one blister, any breach, rip, tear, hole, or
penetration of the blister, any visible incision or opening of the blister, any leakage of
placebo from blister during or after test, or any partial or complete access to the
placebo (water).

Senior Failure is failure to access the blister in the prescribed test time of 5
minutes for the first package or 1 minute for the second package, or inability to remove
the pipette in the blister in condition suitable for intended use or removal of the pipette
in the blister resulting in significant exposure to pipette contents.

Analysis of Data and Conclusion

The CRP certifications were dated February 28, 2012. These February 28, 2012
CRP cettifications for EPA REG No. 88966-E and 88966-R are acceptable. The labels
for EPA REG No. 88966-E (0.67ml, 1.34ml, 2.68ml, 4.02ml) and 88966-R (0.5ml)
submitted February 28, 2012 use the same SAUE directions that are on the back of the
blister and the Package Instructions for SAUE Testing Set 2 that were given to the
seniors during CRP testing (see packaging section for exact instructions).

Provided EPA REG No. 88966-E and 88966-R are being packaged into the CRP
blister in strips of three blisters per card by Klocke Verpackungs-Service GMBH in
Germany (confirmed by email Ann Tillman to Rosalind Gross May 14, 2012) the data
matrix citations for MRID 48703501, 48703502, 48703503, 48703504, and 48652701
for EPA REG No. 88966-E and MRID 48755301 and 48703504 for EPA REG No.
88966-R may be used to demonstrate the CRE requirements in 16 CFR 1700.20 and
SAUE effectiveness specifications in 16 CFR 1700.15(b)(2)(i) when tested in
accordance with 16 CFR 1700.20. MRID 48703501, 48703502, 48703503, 48703504,
and 48652701 for EPA REG No. 88966-E and MRID 48755301 and 48703504 for EPA
REG No. 88966-R indicate the 0.67ml, 1.34ml, 2.68ml, 4.02ml, and 0.5ml sizes meet
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the CRE requirements in 16 CFR 1700.20 and SAUE effectiveness specifications in 16
CFR 1700.15(b)(2)(i) when tested in accordance with 16 CFR 1700.20.

5

The study for 0.5ml KVS 201106 - Child 10-028 Senior 11-043 MRID 48755301
has been submitted twice. For the results for the 0.5ml size see KVS 201106 see
MRID 48771101 in review by Rosalind L. Gross April 27, 2012 [DP397839, 400331,
397834, 400678; EPA REG No. 88051-E and 88051-R]. For the results for the 0.67,
1.34, and 4.02 sizes see MRID 48703501, 48703502, 48703503, and 48703504 in
review by Rosalind L. Gross April 27, 2012 [DP397839, 400331, 397834, 400678; EPA
REG No. 88051-E and 88051-R]. The results for 2.68ml size see MRID 48652701 in
review by Rosalind L. Gross April 19, 2012 [DP398108, 399748, 398115, 399746,
398123, 399747, 398262, 399749, 399560, 399565; EPA Registration No. 88052-G,
88052-R, 88052-E, 88052-L, 88052-A, 88052-T]. For the details of each study refer
to the attached summary chart (selfcert&reviewsummary88966-1,2.doc).

In conclusion all the requirements for CRP have been met for EPA
Registration No. 88966-E and 88966-R. The directions on opening the package
given to consumers must be identical to those given to the seniors during testing
(see packaging section).

Should any human experience/epidemiological evidence indicate a
problem once the product is in the marketplace, the Agency reserves the right to
reexamine this data comprehensively and to question the child resistance of the
package involved.
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Tru Prodigy

May 29, 2012
Tru Prodigy

CRP data review for EPA Reg No. 88966-E, 88966-R

Note: Tox/harm = 28.5mg Fipronil for EPA Reg No. 88966-E, 88966-R.

Child Fail = is access to one blister of any size equal to or greater than 0.28ml for EPA Reg No.88966-E, 88966-R.

Child Failure is defined as access to one blister, any breach, rip, tear, hole, or penetration of the blister, any visible incision or opening of the
blister, any leakage of placebo from blister during or after test, or any partial or complete access to the placebo (water).

Senior Failure is failure to access the blister in the prescribed test time of 5§ minutes for the first package or 1 minute for the second package, or
inability to remove the pipette in blister in condition suitable for intended use or removal of the pipette in blister resulting in significant exposure to
pipette contents.

Pipette is in blister. Pipette has clear plastic front and foil backing.

Blister is CRP feature. Blister backing is PET/AL/PET/PE 12/12/12/75, which appears as a foil color. Blister front is PET/PP/PE transp. LDPE
350/100/75, which appears as a clear color.

SAUE directions on the back of the blister are a pictorial showing the separation of one of the three attached blisters and removing the pipette
from the blister that repeats for the height of the blister and a dashed line with a picture of a scissors to the right of the pictorial showing where to
separate one of the three attached blisters.

There are also SAUE directions in a leaflet that were given to the test subjects. This set of instructions is referred to in this review as
Package Instructions for SAUE Testing Set 2. See attached page for these instructions.

The study for 0.5ml KVS 2011086 - Child 10-028 Senlor 11-043 MRID 48755301 has been submitted twice. For the resuilts for the 0.5ml size
see KVS 201106 see MRID 48771101 in review by Rosalind L. Gross April 27, 2012 [DP397839, 400331, 397834, 400678, EPA REG No. 88051-E
and 88051-R].

For the resuits for the 0.67, 1.34, and 4.02 sizes see MRID 48703501, 48703502, 48703503, and 48703504 in review by Rosalind L. Gross April
27,2012 [DP397839, 400331, 397834, 400678; EPA REG No. 88051-E and 88051-R}.

The results for 2.68ml size KVS201104 in this table are from MRID 48652701. For additional information see per the data matrix MRID
48652701 in review by Rosalind L. Gross April 19, 2012 [DP398108, 399748, 398115, 399746, 398123, 399747, 398262, 399749, 399560, 399565;

EPA Registration No. 88052-G, 88052-R, 88052-E, 88052-L, 88052-A, 88052-T}]
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: : . o ok @l RCE
Child Resistant Packaging Certification £z \-12Z

For Tru Prodigy’s VetGuard for Cats
(EPA Registration No. 88966- )

Registrant: Tru Prodigy
9417 Brodie Lane
Austin, TX 78748

| certify that the p~~¥aging that will be used for this product meets the standards
of 40 CFR 157.32.

EPA Registration No. 8896€  VetGuard for Cats is filled and packa~~d by
Firma Klocke Verpackungs-Service GmbH. The package consists of a plawebo filled
pipette with a clear plastic front and foil backing that is contained in a blister. The blister
ha: a clear plastic front (PET/PP/PE transp. LDPE — 350/100/75) and a foil backing
(PET/AL/PET/PE - 12/12/12/75). Three blisters are connected to each other. ..e
blister is the child-resistant packaging. The pipette has one fill I~**~I, which is 0.017 fl.
oz. (0.5 mL). Child Resistant Packaging, CRP, testing was conaucted on the blister
with a placebo filled pipette at 0.5mL (MRID, pending — NCRT Child study no. 10-028
and NCRT Senior 11-043).

| realize that additional CRP testing may be required if EPA Registration No.
88966- , VetGuard for Cats is not filled and packaged by Firma Klocke
Verpackungs-Service GmbH on the same equipment as the samples tested (0.5mL
(MRID pending — NCRT Child study no. 10-028 and NCRT Senior 11-043)). Further,
any change in CRP opening instructions from those used in testing, color, size, and/or
materials for the CRP may result in additional CRP testing for EPA Registration No.
88966- , VetGuard for Cats.

4“‘)1‘@ Feb. 28,2012  * ¢

Ann M. Tillman Date eeece
Agent for Tru Prodigy —— sesese
Pyxis Regulatory Consulting, Inc. coses’ .
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Emma Becker

From: paygovadmin@miail.doc.twai.gov
Sent: Tuesday, February 28, 2012 11:02 AM
To: Emma Becker

Subject: Pay.Gov Payment Confirmation

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.

Transaction Summary

Application Name: PRIA Service Fees
Pay.gov Tracking ID: 255TDJMS5

Agency Tracking I1D: 74286812871
Transaction Type: Sale

Transaction Date: Feb 28, 2012 2:01:53 PM

. «w~2unt Holder Name: Ann Tillman
Transaction Amount: $4,807.00
Billing Address: 4110 136th St. NW
City: Gig Harbor

State/Province: WA

Zip/Postal Code: 98332

Country: USA

Card Type: AmericanExpress

Card Number: *¥*¥*¥¥*x¥xx*¥x1031

Decision Number:

Registration Number:

Company Name: Tru Prodigy
Company Number: 63565 8966
Action Code: R310.1
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PYXIS REGULATORY CONSULTING,'NL.’

4110 136" St. NW
Gig Harbor, WA 98332

Phone: 253-853-7369
Fax: 253-853-5516
www.PyxisRC.com

February 28, 2012
OVERNIGHT DELIVERY

Richard Gebken (PM 10)

Document Processing Desk (REGFEE)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
Room S-4900, One Potomac Yard
2777 S. Crystal Drive

Arlington, VA 22202

RE:  Tru Prodigy %
VetGuard for Cats (EPA File Symbol 88966-

Application for New Pesticide Registration
PRIA Category R310.1 (Secondary Application)

Dear Mr. Gebken,

On behalf of Tru Prodigy, we are submitting an application for registration of VetGuard for Cats, an end
use product that contains the active ingredient fipronil. This application is tiec. .. the primary application
for VetGuard for Dogs. VetGuard for Cats is the identical formulation as VetGuard for Dogs.

In support of this application, we submit the following documents:
Application for a New Pesticide Registration (EPA Form 8570-1)

Three (3) Copies of the Proposed Labeling
A CD containing an electronic version of the label
Certification with Respect to Label Integrity
Agency Internal Use Copy of the Data Matrix
Public File Copy of the Data Matrix
Certification with Respect to Citation of Data (EPA Form 8570-34)
Formulator’s Exemption Statement (EPA Form 8570-27)
. Child Resistant Packaging Certification
. Copy of the PRIA payment from pay.gov
. Copy of the cover letter for VetGuard for Dogs, the primary application
. Letter of authorization from sponsor of CRP testing
. Letter of Authorization
. Product Specific Data (3 copies each):

WRNAN AW =

— e et s
[, T VS I NS B

Confidential Statement of Formula (EPA Form 8570-4) Basic and Alternate #1
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. . R. Gebken

Feb. 28,2012
Page 2 of 2

Volume 1

US 16 CFR § 1700

Novosad, M. Child Resistant Packaging Study: Thermoforme
Blister Pack for Pipettes of 0.5 mL Capacity. Report Number
KVS-201106. December 9, 2011 (Child 10-028; Adult 11-
043).

Tru Prodigy believes this application falls under Category R310.1 (48: New product; requires review of
data within RD) because it is a secondary application linked to the submission of the application for
registration of VetGuard for Dogs and requires review of data within RD. The fee due which has been
paid is $4,807with a PRIA decision time line of 6 months. Tru Prodigy’s VetGuard for Cats qualifies for
the Formulator’s Exemption for fipronil generic data requirements.

We trust you will find this application complete. However, pleas: eel free to ~~—tact ~= by email at
Ann@PyxisRC.com or by phone ((253) 853-7369) if you have any questions or neea any additional

information.

Enclosures

Sincerely,

L Wl

Ann M. Tillman
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Certification with Respect to Label Integrity

version: 9/11/02

| certify that the information (including, but not limited to, text, tables, and graphics)
contained in the electronic file identified below by file name and submitted with this
certification is the same information as that on the paper copies of these documents
included with this submission.

[IPROPOSED LABEL

l Date Submitted

crA Registration # to EPA Electronic file name

088966-xxxxx Feb. 28, 2012 088966-xxxxx.20120228.VetGuard for Cats
Label.v1.pdf

| ce "' that the statements that | have made on this form are true, accurate, and
con._._te. | acknowledge that ~ny knowingly false or mislea. 1g statements may be
punishable by fine or imprisonment or both under applicable law.

A‘“ )h@"' Feb. 28, 2012

Signature Date « o
Ann M. Tillman *es et
Agent for Tru Prodigy i ¢
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*Product ingredient source information may be entitled to confidential treatment*

F’approved. OMB No. 2070-0060, 2070-0057, %01&70—0122. 2070-0164.

SEPA

United States
Environmental Protection Agency
Washington, DC 20460

Formulator's Exemption Statement

(40 CFR 152.85)
Applicant's Name and Address EPA File Symbol/Registration Number
Tru Prodigy chch
9417 Brodie Lane Product Name
Austin, TX 78748 VetGuard for Cats
Date of Confidential Statement of Formula (EPA Form 8570-4)
02/24/2012

As an authorized representative of the applicant for registration of the product identified above, | certify that:
(1) This product contains the following active ingredient(s):

fipronil

(2) Of these, each active ingredient listed in paragraph (4) is present solely as the result of the use of that active ingredient in the manufacturing,
formulation or repackaging another product which contains that active ingredient which Is registered under FIFRA Section 3, is purchased by
us from another person and meets the requirements of 40 CFR section 158.50(e)(2) or (3).

(3) Indicate by checking (A) or (B) below which paragraph applies:

v (A) An accurate Confidentlal Statement of Formula (EPA FORM 8570-4) for the above identified product is attached to this statement.
That formula statement indicates, by company name, registration number, and product name, the source of the active ingredient(s) listed in

paragraph (1).
OR

1 (B) The Confidential Statement of Formula (CSF)(EPA Form 8570-4) referenced above and on file with the EPA is complete, current, an
accurate and contains the information required on the current CSF.

(4) The following active Ingredients in this product qualify for the formulator's exemption.

Source o
o0 oo
Active Ingredient Product Name o e ¢ o Registration Number
Fipronil
. [ X ] F L ] [ ]
XL XX X
([ F X R X L ]
[ ] [ ]
[ XX XX J [ ]
L ] L ]
[ E XXX N )
L ]
L X ] [ ]
e o [ ]
[ ] [ X J
Signaturg— Name and Title Date
L0 . >/ o4/ /o
Ann M. Tillman, Agent
EPA Form 8570-27 (Rev. 06-2004) Copy 1-EPA

Copy 2 - Applicant copy
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